REMARKS/ARGUMENTS 



By the present amendment, applicants have amended Claim 1 and cancelled Claims 2 
and 21-46. Claim 1 has been amended to include the limitation of Claim 2 and to place the 
claim in better grammatical form. Therefore, the claims remaining for consideration by the 
Examiner are Claims 1 and 3-20. 

Reconsideration of the application in view of the following remarks is respectfully 
requested. 

I. Rejection of Claims 1-18 and 41-46 under 35 U.S.C. §103 (a) 

Claims 1-18 and 41-46 are rejected under 35 U.S.C. 103 (a) as being obvious over Lin et 
al. (U.S. Patent 6,087,51 1) in view of Hermelin et al. (U.S. Patent 6,375,956) and Nakegawa et 
al. (U.S. Patent 6,004,477). 

Lin discloses a process for the conversion of crystalline atorvastatin Form I into 
amorphous atorvastatin (column 2, lines 7-9). The conversion of crystalline Form I atorvastatin 
calcium into amorphous atorvastatin calcium is carried out under a nitrogen atmosphere 
(Example 2). Lin does not disclose the preparation of a pharmaceutical formulation containing 
amorphous atorvastatin calcium. In addition, Lin does not disclose packaging a pharmaceutical 
formulation comprising amorphous atorvastatin in a gas exchange non-permeable package. 
Further, Lin does not disclose the packaging of a pharmaceutical formulation containing 
amorphous atorvastatin calcium under an inert gas atmosphere. 

Hermelin discloses a shelf-stable blister pack for conveniently supplying a complex 
dosing regimen requiring administration of storage-incompatible or unevenly dosed components 
(column 1 , lines 7-11). Hennelin discloses a blister pack that increases patient compliance with 
complex dosing regimens (column 6, line 6 continuing to column 9, line 54). Hermelin does not 
disclose a blister pack containing a pharmaceutical formulation comprising atorvastatin calcium. 
In addition, Hermelin does not disclose a package containing a pharmaceutical formulation 
comprising amorphous atorvastatin calcium. Further, Hermelin does not disclose packaging of 
the formulation carried out in an inert gas atmosphere. 

Nakagawa discloses an oxygen absorption composition comprising an oligiomer in a 
liquid form and an oxygen absorption-accelerating substance being supported on a carrier and 
another gas absorbent (Abstract). The composition absorbs oxygen, inorganic acids, organic 
acids, and moisture and is used for the preservation of items (column 1 , lines 6-16). Nakegawa 
discloses packaging the oxygen absorption composition in a small bag, sheet or blister package 
(column 9, lines 54-57). The atmosphere in the vessel is replaced with dry inert gas which leads 
to a decrease in the amounts of oxygen absorbent, other gas absorbent, and dehumidifying 
agents used (column 10, lines 1 1-16). Nakegawa does not disclose the packaging of 
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pharmaceutical formulation comprising atorvastatin calcium. Further, Nakegawa does not 
disclose packaging of pharmaceutical formulation comprising amorphous atorvastatin calcium. 

The motivation or suggestion to combine references in the manner suggested by the 
Examiner must come from the applied references. See MPEP 2143.01 . There is no disclosure, 
direction, or motivation in Lin, Hermelin, or Nakegawa to suggest the combination asserted by 
the Examiner. One of ordinary skill would conclude that Lin has provided a process for 
converting crystalline atorvastatin calcium Form I into amorphous atorvastatin, not the 
preparation of tablets containing amorphous atorvastatin calcium or their packaging. Secondly, 
one of ordinary skill would also conclude that Hermelin has provided a blister pack that improves 
patient compliance with complex dosing regimens requiring the administration of storage- 
incompatible or unevenly dosed components. Lastly, one of ordinary skill would conclude that 
Nakagawa has provided an oxygen absorption composition used to preserve articles under an 
inert gas atmosphere. 

If the Examiner maintains this rejection, the Examiner is respectfully requested to point to 
the source of motivation within Lin, Hermelin or Nakegawa in support of such position in the next 
Office Action. See MPEP 2144.03. 

For the reasons set forth above, Applicants respectfully submit that the Examiner has not 
established a prima facie case of obviousness for Claims 1-18 and 41-46 under 35 U.S.C. 103 
(a) and withdrawal of this ground of rejection is respectfully requested. 

II. Rejection of Claims 41-43 under 35 U.S.C. § 112, second paragraph 

Claims 41-43 are rejected under 35 U.S.C. § 112, second paragraph, as being indefinite 
for depending on cancelled claims. 

In view of Applicants' cancellation of Claims 41-43, it is submitted that the rejection under 
35 U.S.C. § 112, second paragraph, is moot 

In view of the above, it is respectfully submitted that all of the claims are in condition for 
allowance, and a Notice of Allowance is respectfully requested. The Examiner is hereby invited 
to contact the undersigned by telephone if there are any questions concerning this amendment 
or application. 



Respectfully submitted, 



Corporate Intellectual Property 
One Health Plaza, Building 104 
East Hanover, NJ 07936-1080 
(609) 627-8507 



Novartis 
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